TO THONG TIN DANH CHO CHUYEN GIA CHAM SOC SUC KHOE

TIEM VAC-XIN (CHUYEN GIA TIEM CHUNG)
GIAY PHEP SU DUNG KHAN CAP (EUA)
VAC-XIN COVID-19 MODERNA PE PHONG NGUA BENH CORONAVIRUS 2019
(COVID-19)

Cuc Quan ly Thyc pham va Dugc pham Hoa Ky (U.S. Food and Drug Administration, FDA) da
cap Gidy phep sur dung khan cip (Emergency Use Authorization, EUA) cho phép sir dung khan
cap san pham chua duoc phé duyét 1a VAC-XIN COVID- 19 MODERNA dé tao mién dich chu
dong nham phong ngira COVID-19 & nhiing ngudi tir 18 tudi trd 1én.

TOM TAT CAC HUONG DAN DANH CHO CHUYEN GIA TIEM CHUNG COVID-19
Cac chuyén gia tiém chung da dang ky tham gia Chwong trinh tiém ching COVID-19 cua lién
bang phai bao cdo tat ca cac sai sot trong st dung vic-xin, tit ca cac bién c6 bat loi nghiém
trong, cac truong hop bi Hoi chimg viém da hé théng (Multisystem Inflammatory Syndrome,
MIS) & ngudi 10n va cac truong hop nhiém COVID-19 din dén nam vién hodc tir vong sau khi
tiém Vic-xin COVID-19 Moderna. Xem muc “CAC YEU CAU BAT BUQC DOI VOI VIEC
SU DUNG VAC-XIN COVID-19 MODERNA THEO GIAY PHEP SU DUNG KHAN CAP”
dé biét cac yéu cau bao cio.

Vic-xin COVID-19 Moderna 1a hdn dich tiém bap theo mét liéu trinh gém hai liéu (mdi licu 1a
0.5 mL) cach nhau 1 thang.

Hay xem To thong tin nay dé biét huéng dan chuan bi va cach dung. To thong tin nay c6 thé da
duoc cap nhat. Bé xem T¢ thong tin méi nhat, vui long xem
www.modernatx.com/covid19vaccine-eua.

Dé biét thong tin Vé~ cac thir nghiém 14m sang dang thir nghiém viéc sir dung Vic-xin COVID-19
Moderna d¢ tao mien dich chu dong chong lai COVID-19, vui long truy cap
www.clinicaltrials.gov.

MO TA VE COVID-19

Bénh Coronavirus 2019 (COVID-19) 1a mdt loai bénh truyén nhiém do coronavirus chung mdi,
SARS-CoV-2, xuat hién vao cudi nam 2019 gy ra. Pay cha yéu 1a bénh duong ho hap cé thé
anh huong dén cic co quan khac. Nhimng nguoi nhiém COVID-19 da bao cao mot loat cac tridu
chung, tir cac tri¢u chung nhe dén bénh nang. Cac tri¢u chirng c6 thé xut hién trong khoang thoi
gian tir 2 dén 14 ngay sau khi phoi nhiém véi virus. Céc triéu chimg c6 thé bao gom: st hodc 6n
lanh; ho; kho thd; mét moéi; dau nhirc co va co thé; dau dau; mat vi giac hodc khiru gidc méi xuét
hién; dau hong; nghet miii hoac chay nudc mili; budn ndn hodc ndén mura; tiéu chay.

LIEU DUNG VA CACH DUNG
Bao quan va xir ly

Thong tin vé cach bao quan va xu ly trong To thong tin ndy thay thé cho thong tin vé cach bao
quan va xir Iy trén cac nhin lo vac-xin va hop gidy ctng.
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Bao quan trude khi st dung

Nhue trinh bay trén nhén lo vic-xin va hép gidy ciing

Céc lo da liéu Vac-xin COVID-19 Moderna dugc bao quan dong lanh ¢ nhigt do tir -25°
deén -15°C (-13° dén 5°F). Bao quan trong hop giay cling ban dau dé tranh anh sang.

Théng tin bio quan khdc khéng dwge trinh bay trén nhan lo vic-xin va hdp gidy cimg
Khong bao quan trén da lanh kho hodc dudi -40°C (-40°F).

C6 thé bao quan cac lo Véc-)gin trong tii lanh & nhiét d6 tir 2° dén 8°C (36° dén 46°F) trong tbi da
30 ngay trudc lan st dung dau tién.

Co thé bao quan cac lo vac-xin chua choc thing ¢ nhiét d6 tir 8° dén 25°C (46° dén 77°F) trong
toi da 12 gio.

Khoéng dugc 1am dong lanh lai mot khi da ra dong.

Bao quan sau lan dau choc thung lo vac-xin

Sau khi da rat liéu véc-xin dau tién, can phai bao quan lo vac-xin ¢ nhiét do tir 2° dén 25°C (36°
deén 77°F). Thai bd lo vac-xin nay sau 6 gio. Khong duoc lam dong lanh lai.

Li?eu dung va lich tiém chiing ’
Viac-xin COVID-19 Moderna dugc tiém bap theo mot li¢u trinh gom hai liéu (moi licu 1a
0.5 mL) cach nhau 1 thang.

Chua c6 dir liéu vé viéc lidu co thé dung cac loai vac-xin COVID-19 khac thay cho Vac-xin
COVID-19 Moderna dé hoan tét lidu trinh tiém ching hay khong. Nhitng ngudi da duoc tiém
mot liéu Vic-xin COVID-19 Moderna can phai duoc tiém liéu Vic-xin COVID-19 Moderna thir
hai dé hoan tat li¢u trinh tiém chung.

Chuén bi liéu ding

e Lo da liéu Vic-xin COVID-19 Moderna chtra hon dich dong lanh khong c6 chét bao
quan va phai dugc ra dong trude khi st dung.

e Lay sb lugng lo vic-xin can dung ra khoi noi bao quan va ra dong timg lo trudce khi sir
dung.

e Ri dong trong ti lanh & nhiét do tir 2° dén 8°C (36° dén 46°F) trong 2 gio 30 phut. Sau
khi ra dong, dé lo vic-xin ¢ nhiét dd phong trong 15 phut trude khi st dung.

e Mot cach khac 14 rd dong ¢ nhiét d6 phong tir 15° dén 25°C (59° dén 77°F) trong 1 gid.

e Sau khi ra dong, khong dugc lam dong lanh lai.

e Xoay nhe lo vic-xin sau khi rd dong va giira mdi lan rat vic-xin ra. Khong dwoc lic.
Khéng dugc pha lodng véc-xin.

e Vic-xin COVID-19 Moderna 1a hdn dich c6 mau tir tring dén trang nga. Vic-xin c6 thé
chtra cac hat mau tring hodc trong md lién quan dén san pham. Kiém tra lo Vic-xin
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COVID-19 Moderna bang mét thuong xem c6 chat dang hat khac va/hodc c6 bi d6i mau
hay khong trudc khi sir dung. Néu c6 mot trong hai tinh trang nay thi khong dugc tiém
vac-xin.

e Mailiéula 0.5 mL.

e Sau khi da rat liéu vac-xin dau tién, can phai bao quan lo vic-xin & nhiét do tir 2° dén
25°C (36° dén 77°F). Ghi lai ngay va thoi gian cta lan stir dung dau tién trén nhan lo
Vic-xin COVID-19 Moderna. Thai b6 1o vic-xin nay sau 6 gio. Khong duoc lam dong
lanh lai.

Cach dung
Kiém tra bang mat thuong timg lidu Vic-xin COVID-19 Moderna trong bom tiém dinh liéu
trude khi tiém. Hon dich ¢6 mau tir trang dén trang nga nay co thé chira cac hat mau trang hoic
trong md lién quan dén san pham. Trong qua trinh kiém tra bang mat thuong,

e xac minh lai thé tich liéu dung cudi cing 13 0.5 mL.

e xac nhan rang khong c6 hat nao khac va rang khong quan sat thay c6 sy d6i mau.

e khong duoc ding néu vac-xin d6i mau hoic chira chat dang hat khac.

Tiém Vic-xin COVID-19 Moderna trong co.

CHONG CHI PINH

Khéng tiém Vic-xin COVID-19 Moderna cho nhiing nguoi da biét 1a co tién st bi phan tng di
g ning (vi dy: phan vé) voi bat ky thanh phan ndo ciia Vac-xin COVID-19 Moderna (xem
Théng tin ké toa day dii theo EUA).

CANH BAO

Phai ¢ ngay lap tirc phuwong phap diéu tri ndi khoa phtt hop dé xir tri cac phan tng di tmg tic
thoi trong truong hop xay ra phan ing phan vé cip tinh sau khi tiém Vac-xin COVID-19
Moderna.

Theo ddi nguoi dugc tiém vic-xin COVID-19 Moderna xem ¢6 xay ra cac phan tng bat 1oi tirc
thoi theo hudng dan ctua Trung tdm Kiém soat va Phong ngtra Dich bénh
(https://www.cdc.gov/vaccines/covid-19/) hay khong.

Nhimg ngudi bi suy giam mién dich, bao gbm ca nhiing nguoi dang st dung liéu phap trc ché
mien dich, c6 thé bi giam dap tng mién dich v6i Vac-xin COVID-19 Moderna.

Vic-xin COVID-19 Moderna c6 thé khong bao vé duoc tit ca nhitng ngudi duge tiém vac-xin.

CAC PHAN UNG BAT LOI

Céc phan tng bat lgi dugc béo cdo trong mot thir nghiém 1am sang sau khi tiém Vic-xin
COVID-19 Moderna bao gom dau tai vi tri tiém, mét moi, dau dau, dau co, dau khdp, 6n lanh,
budn noén/ndn mira, sung & nach/dau khi cham vao, sot, sung tai vi tri tiém va ban do tai vi tri
tiém. (Xem Thong tin ké toa ddy dii theo EUA)

Cac phan ung bat lgi khac, mot s6 trong d6 ¢ thé nghiém trong, c6 thé trd nén 16 rang khi st
dung Viac-xin COVID-19 Moderna rdng rai hon.
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SU DUNG CUNG VOI CAC LOAI VAC-XIN KHAC ‘ ,
Khong c6 thong tin veé viée st dung Vac-xin COVID-19 Moderna dong thoi véi céc loai vac-xin
khac.

THONG TIN CUNG CAP CHO NGUOI1 PUQC TIEM VAC-XIN/NGUOI CHAM SOC
La chuyén gia ti€ém chung, quy vi phai truyén dat cho ngudi duoc tiém vic- xin hodc nguoi cham
soc cua ho, thong tin nhat quan vé6i “Td thong tin danh cho ngudi duoc tiém vic-xin va ngudi
cham soc¢” (va cung cap ban sao hodc hudng dan ngudi nay truy cp trang web
www.modernatx.com/covid19vaccine-eua dé lay To thong tin) trudc khi ngudi nay dugc tiém
Vic-xin COVID-19 Moderna, bao gom:
e FDA di cho phép sir dung khan cip Vic-xin COVID-19 Moderna, ddy khong phai
véc-xin da duoc FDA phé duyét.
e Ngudi duge tiém vic-xin hodc ngudi cham soc ciia ho ¢6 lwa chon 13 chdp nhan hodc tir
chéi tiém Vac-xin COVID-19 Moderna.
e Nhimg nguy co va loi ich quan trong da biét va c6 thé xay ra ciia Vac-xin COVID-19
Moderna, ciing nhu ¢6 nhitng nguy co va loi ich chua duoc biét rd.
e Thong tin vé cac loai vic-xin thay thé sin c6 va nguy co ciing nhu loi ich cta céc loai
véc-xin do.

Dé biét thong tin vé cac thir nghiém 1am sang dang danh gid viéc sir dung Vac-xin COVID-19
Moderna dé¢ phong ngira COVID-19, vui long truy cap www.clinicaltrials.gov.

Cung cp thé tiém chung cho ngudi duge ti€ém vac-xin hoic ngudi cham soc cia ho, c6 ghi ngay
ma ngudi duge tiém vic-xin can phai quay lai dé duoc tiém liéu thir hai ciia Vic-xin COVID-19
Moderna.

Cung cp to thong tin vé v-safe cho ngudi duoc tiém vic-xin/nguoi cham séc va khuyén khich
ngudi duge tiém vic-xin tham gia v-safe. V-safe 1a cong cu tu nguyén moi trén dién thoai thong
minh st dung nhin tin vin ban va khao sat trén trang web dé trao doi v6i nhitng nguoi di dugc
tiém vac-xin nham nhan dién nhiing tac dung phu c6 kha ning xay ra sau khi tiém vac-xin
COVID-19. V-safe dat ra nhiing cau hoi giip CDC theo doi d9 an toan cua cac loai Véc Xin
COVID-19. V-safe cling cung cap 101 nhac tiém liéu thtr hai néu can va theo ddi truc tiép cia
CDC qua dién thoai néu nguoi tham gia bao cao bi anh hudng dang ké dén strc khoé sau khi tiém
véac-xin COVID-19. Bé biét thém thong tin, hay truy cap: www.cdc.gov/vsafe.

CAC YEU CAU BAT BUQC POI VOI VIEC SU DUNG VAC-XIN COVID-19
MODERNA THEO GIAY PHEP SU DUNG KHAN CAP

Pé giam thiéu nguy co khi st dung san pham chua duoc phé duyét ndy theo EUA va dé t6i uu
hoa 1¢i ich tiém ning ctia Vic-xin COVID-19 Moderna, nhimg muc dudi ddy 1 yéu ciu bat
budc. Viée sir dung Vic-xin COVID-19 Moderna chua duoc phé duyét dé tao mién dich chu
dong nharn phong ngira COVID-19 theo EUA nay duoc giéi han boi nhirng yéu ciu sau (tat ca
cac yéu cau bit budc phai dap tmg):
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1. Vic-xin COVID-19 Moderna duoc cho phép st dung & nhirng ngudi tir 18 tudi tro 1én.

2. Chuyén gia tiém chung phai truyén dat cho ngudi dugc tiém Vac-xin COVID-19
Moderna hozc ngudi chim séc ciia ho, théng tin nhat quan véi “To thong tin danh cho
ngudi duoc tiém vac-xin va ngudi chim séc” trude khi nguoi nay duge tiém Vic-xin
COVID-19 Moderna.

3. Chuyén gia tiém chiing phai nhap thong tin tiém chung vao Hé thong thong tin tiém
chung (Immunization Information System, IIS) ctia khu vuc tai phan tiéu bang/dia
phuong hodc vao h¢ thong duoc chi dinh khac.

4. Chuyén gia tiém ching co trach nhiém bao cao bat budc cac thong tin sau cho Hé thong
béo cao bién cb bat lgi ctia vic-xin (Vaccine Adverse Event Reporting System, VAERS):
e cAc sai sot trong sir dung vac-xin cho du cac sai sot nay c6 lién quan dén bién cd
bét loi hay khong,
e cac bién cd bat lgi nghiém trong* (bat ké c6 do tiém chung hay khong),
e cac truong hop bi Hoi chimg viém da hé thong (MIS) & ngudi 16n, va
e cic truong hop nhiém COVID-19 din dén nam vién hoic tir vong.

Pién didy du thong tin va gii bdo cdo tryc tuyén cho VAERS theo dia chi
https://vaers.hhs.gov/reportevent.html. Dé dugc hd tro thém vé viéc bao cao cho VAERS,
hay goi s6 1-800-822-7967. Bao cao can phai ¢6 cum tir “Moderna COVID-19 Vaccine
EUA” trong phan m6 ta ctia bao c4o.

5. Chuyén gia tiém chiing c¢6 trach nhiém tra 16i cac yéu cau cung cap thong tin ciia FDA vé
céc sai st trong sir dung vac-xin, cac bién cd bét loi, cc truong hop bi MIS & ngudi 16n
va cac trudng hop nhiém COVID-19 din dén nim vién hodc tir vong sau khi tiém
Vic-xin COVID-19 Moderna cho ngudi duge tiém vac-xin.

*Cac bién cd bat loi nghiém trong dugc dinh nghia la:

Tt vong;

Bién c6 bt loi de doa tinh mang;

Nam vién diéu tri ndi tra hodc kéo dai thoi gian nam vién hién tai;

Thiéu nang luc dang ké hoic dai dang hodc gian doan dang ké kha nang thyc hién

céc chtic nang sdng binh thuong;

Bat thuc‘)*ng bam sinh/di tat bam sinh;

e Mot bién c¢b y khoa quan trong duya trén danh gia y khoa phu hop c6 thé gdy nguy
hiém cho ngudi d6 va c6 thé can phai can thiép ndi khoa hodc ngoai khoa dé
phong ngira mot trong cac két qua duoc liét ké & trén.

BAO CAO BIEN CO BAT LQI KHAC CHO VAERS VA MODERNATX, INC.
Chuyén gia tiém chung c6 thé bao cdo cho VAERS cac bién ¢ bat lgi khac khong bat bude phai
bao cdo bang cach st dung thong tin lién h¢ ¢ trén.

BAo cdo, dén mirc d6 kha thi, cac bién ¢ bat lgi cho ModernaTX, Inc. bang cach sir dung thong
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tin lién hé bén dudi hodc cung cip ban sao phiéu VAERS cho ModernaTX, Inc.

Email So fax So dién thoai
ModernaPV@modernatx.com 1-866-599-1342 1-866-MODERNA
(1-866-663-3762)

THONG TIN BO SUNG o
bé duoc giai dap cac thac mac chung, hay truy cp trang web hodc goi dén so dién thoai dugce
cung cap bén dudi.

Dé truy cap To thong tin mdi nhat vé Vic-xin COVID-19 Moderna, vui 1ong quét ma QR hodc
truy cap trang web dugc cung cap bén dudi.

Trang web S6 dién thoai
www.modernatx.com/covid19vaccine-eua 1-866-MODERNA
. (1-866-663-3762)
[=] =]
[=]t.%F

CAC LUA CHON THAY THE CO SAN

Chua c6 loai vic-xin khac nao duoc phé duyét dé phong ngira COVID-19. C6 thé ¢6 céc thir
nghiém 1dm sang vé céc loai vac-xin COVID-19 khac hoic c6 thé cé cac loai vic-xin COVID-19
khac theo EUA.

THAM QUYEN CAP EUA

Bo truong BO Y té va Dich vu Nhan sinh (Health and Human Services, HHS) da ban bd tinh
trang khan cip vé y té cong cong cho thdy can thiét phai sir dung khan c_ép cac loai thude va sinh
pham trong Pai dich COVID-19. Pap lai, FDA da cap EUA cho san pham chwa duoc phé duyét
1a Vic-xin COVID-19 Moderna, dé tao mién dich chii dong nham phong ngira COVID-19 &
nhitng nguoi tr 18 tudi tré 1én.

FDA di ban hanh EUA nay, dya trén yéu cu va dir liéu da dé trinh cia ModernaTX, Inc.

Mic du c6 it thong tin khoa hoc, nhung dura trén toan bd bang chimg khoa hoc sin ¢6 cho dén
thot diém nay, c6 1y do d€ tin rang Vac-xin COVID-19 Moderna c6 thé hi¢u qua trong viéc
phong ngtra COVID-19 & nhitng nguoi nhu duge néu cu thé trong Thong tin ké toa day du theo
EUA.

EUA cho Vic-xin COVID-19 Moderna nay s& khong con hiéu luc khi Bo truong HHS quyét
dinh rang cac hoan canh bién minh cho viéc ban hanh EUA khong con nita hodc khi c6 sy thay

Stra doi: 12/2020 6



d6i vé trang thai phé duyét ctia san pham ma EUA khéng con can thiét nira.

Pé biét thém thong tin vé Gidy phép str dung khan cép, hay truy cap FDA tai dia chi:
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-
framework/emergency-use-authorization.

CHUONG TRINH BOI THUONG THUONG TON DO CAC BIEN PHAP UNG PHO
Chuong trinh boi thudng thuong tén do cac bién phap Gmg pho (Countermeasures Injury
Compensation Program, CICP) 1a mdt chuong trinh cua lién bang di dugc tao ra dé gitp chi tra
céc chi phi lién quan cta dich vy cham séc y té va cac chi phi cu thé khac dé boi thuong cho
nhirng nguoi bi thuong ton sau khi s dung mot s6 bién phép Gmg pho y té nhat dinh. Céc bién
phap ung phéd y té 1a cac loai vac-xin, thudc, thiét bi cu thé, hoic cac loai vat tu khac duoc dung
dé phong ngira, chan doan, hoac diéu tri cho cong ching trong truong hop khan cip vé y té cong
cong hoic khi c6 méi de doa vé an ninh. Dé biét thém thong tin vé CICP lién quan dén cac loai
véc-xin phong ngira COVID-19, hay truy cap http://www.hrsa.gov/cicp, email cicp@hrsa.gov,
hodc goi: 1-855-266-2427.

©2020 ModernaTX, Inc. Bdo luu moi quyén.
Bang sang ché: www.modernatx.com/patents
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KET THUC TO THONG TIN BAN TOM TAT
Bén dai (Thong tin ké toa day du theo EUA) bat dau ¢ trang ke tiep
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THONG TIN KE TOA PAY DU THEO
GIAY PHEP SU DUNG KHAN CAP (EUA)

VAC-XIN COVID-19 MODERNA

THONG TIN KE TOA PAY DU THEO EUA: NOI DUNG*

1 SUDUNG PUQC PHEP

2 LIEU DUNG VA CACH DUNG

2.1 Chuén bj dé sir dung

2.2 Cach dung

2.3 Liéu dung va lich tiém ching

3 DANG BAO CHE VA HAM LUQNG

4 CHONG CHi PINH

5 CANH BAO VA BIEN PHAP PHONG NGUA

5.1 Xu tri phan tmg di Gmg cp tinh

5.2 Bién doi kha nang dap g mlen dich

5.3 Gi6i han v& hidu qua ctia véc-xin

6 TOM TAT PQ AN TOAN CHUNG

6.1 Kinh nghiém tir cac thir nghiém lam sang

8 YEU CAU VA HUONG DAN BAO CAO CAC BIEN CO
BAT LOQI VA CAC SAI SOT TRONG SU DUNG VAC-XIN

10 TUONG TAC THUOC

11 SUDUNG TRONG CAC QUAN THE CU THE

11.1 Mang thai

11.2 Cho con bu

11.3 Str dung ¢ tré¢ em

11.4 St dung & ngudi cao tudi

13MO TA

14 DUQC LY LAM SANG

14.1 Co ché tac dung

18 KET QUA THU NGHIEM LAM SANG VA DU LIEU HO
TRQ CHO EUA

19 CACH THUC CUNG CAP/BAO QUAN VA XU LY

20 THONG TIN TU VAN BENH NHAN

21 THONG TIN LIEN HE

*Céc muc hodc tidu muc bi loai khoi thong tin ké toa ddy dii khong

dugce ligt ké

THONG TIN KE TOA PAY PU THEO GIAY PHEP SU DUNG KHAN CAP (EUA)

1 SUDUNG PUQC PHEP

Vic-xin COVID-19 Moderna duoc phep st dung theo Gidy phép sir dung khan cap (Emergency
Use Authorization, EUA) dé tao mién dich chii dong cho nhing ngudi tir 18 tudi tré 1én nham
phong ngtra bénh coronavirus 2019 (COVID-19) do coronavirus gdy hdi chtrng ho hap cap tinh
nang 2 (severe acute respiratory syndrome coronavirus 2, SARS-CoV-2) gay ra.

2 LIEU DUNG VA CACH DUNG
Chi dung dé tiém bap.

2.1 Chuén bi dé sir dung

e Lo da liéu Vic-xin COVID-19 Moderna chtra hon dich dong lanh khong c6 chét bao
quan va phai dugc ra dong trude khi st dung.
e Lay sb lugng lo vac-xin can dung ra khoi noi bao quan va ra dong timg lo trudc khi sir

dung.

e Ri dong trong ti lanh ¢ nhiét do tir 2° dén 8°C (36° dén 46°F) trong 2 gio' 30 phut. Sau
khi ra dong, dé lo vic-xin ¢ nhiét dd phong trong 15 phut trude khi st dung.

e Mot cach khac 14 rd dong ¢ nhiét ¢ phong tir 15° dén 25°C (59° dén 77°F) trong 1 gid.

e Sau khi ra dong, khong dugc lam dong lanh lai.

e Xoay nhe lo vic-xin sau khi rd dong va giira mdi lan rat vic-xin ra. Khong dwoc lic.

Khéng dugc pha lodng véc-xin.

e Vic-xin COVID-19 Moderna 1a hdn dich c6 mau tir tring dén trang nga. Vic-xin c6 thé
chtra cac hat mau tring hodc trong md lién quan dén san pham. Kiém tra lo Vic-xin
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COVID-19 Moderna bang mét thuong xem c6 chat dang hat khac va/hodc c6 bi d6i mau
hay khong trudc khi sir dung. Néu c6 mot trong hai tinh trang nay thi khong dugc tiém
véc-xin.

e Mailiéula 0.5 mL.

e Sau khi d4 rat liéu vac-xin dau tién, can phai bao quan lo vic-xin & nhiét do tir 2° dén
25°C (36° dén 77°F). Ghi lai ngay va thoi gian cta lan sir dung dau tién trén nhan lo
Vic-xin COVID-19 Moderna. Thai bo lo vac-xin ndy sau 6 gio. Khong duge lam dong
lanh lai.

2.2 Cach dung
Kiém tra béng mat thuong timg liéu Vic- xin COVID-19 Moderna trong bom tiém dinh lidu trude
khi tiém. Hon dich c¢6 mau tir tring dén trang nga nay co thé chira cac hat mau tring hoic trong
mo lién quan dén san pham Trong qua trlnh kiém tra bang mat thuong,

e xac minh lai thé tich liéu dung cudi cing 13 0.5 mL.

e xac nhan rang khong c6 hat nao khac va rang khong quan sat thay co sy d6i mau.

e khong duoc ding néu vic-xin d6i mau hodc chira chat dang hat khac.

Tiém Vic-xin COVID-19 Moderna trong co.

2.3 Li¢u dung va lich tiém chiing ‘ o
Viac-xin COVID-19 Moderna dugc tiém theo mét liu trinh gém hai liéu (moi liéu 1a 0.5 mL)
cach nhau 1 thang.

Chua c6 dir liéu vé viéc lidu co thé dung cac loai vac-xin COVID-19 khac thay cho Vac-xin
COVID-19 Moderna dé hoan tét lidu trinh tiém ching hay khong. Nhitng ngudi da duoc tiém
mot liéu Vic-xin COVID-19 Moderna can phai duoc tiém liéu Vic-xin COVID-19 Moderna thir
hai dé hoan tat li¢u trinh tiém ching.

3 DANG BAO CHE VA HAM LUOQONG

Vic-xin COVID-19 Moderna 12 hdn dich dé tiém bap. Mot liéu don 13 0.5 mL.

4 CHONG CHI PINH

Khong tiém Vic-xin COVID-19 Moderna cho nhiing nguoi da biét 1 c6 tién st phan tng di ing
ndng (vi du: phan v§) véi bat ky thanh phan nao cua Vac-xin COVID-19 Moderna [xem muc Mo
ta (13)].

5 CANH BAO VA BIEN PHAP PHONG NGUA

5.1 Xir tri phan ung di ing cip tinh 7

Phai c6 ngay 1ap tirc phuwong phap di€u tri ndi khoa phu hop dé xu tri cac phan tng di tmg tic
thoi trong truong hop xay ra phan ing phan vé cap tinh sau khi tiém Vac-xin COVID-19

Moderna.

Theo ddi nguoi dugc tiém vic-xin COVID-19 Moderna xem c¢6 xay ra cac phan tng bat 1oi tirc
Sira d6i: 12/2020 9



thoi theo hudng dan ciia Trung tim Kiém soat va Phong ngira Dich bénh
(https://www.cdc.gov/vaccines/covid-19/) hay khong.

5.2 Bién doi kha niing dap ing mién dich
Nhirng nguoi bi suy giam micn dich, bao gdbm ca nhiing ngudi dang su dung liéu phap trc ché
mien dich, c6 thé bi giam dap tng voi Vac-xin COVID-19 Moderna.

5.3 Gi6i han vé hiéu qua ciia vic-xin
Viac-xin COVID-19 Moderna c6 thé khong bao vé dugc tat ca nhitng ngudi dugc tiém vac-xin.

6 TOM TAT PQ AN TOAN CHUNG

Cac chuyén gia tiém chiing BAT BUQC phai bao cdo cho Hé thong bio cdo bién cb bat lgi
ciia vac-xin (Vaccine Adverse Event Reporting System, VAERS) tit ca céc sai sét trong sir
dung vic-xin, tit ca cac bién cd bat loi nghiém trong, cic trwomg hop bi Hi chirng viém da
hé thong (Multi-inflammatory Syndrome, MIS) ¢ ngudi 16m va cac truong hop nhiém
COVID-19 phai niam vién hoic tir vong sau khi tiém Vic-xin COVID-19 Moderna. Cung
cAp, t6i mirc @9 kha thi, ban sao phiéu VAERS cho ModernaTX, Inc. Vui long xem muc
YEU CAU VA HUONG DAN BAO CAO CAC BIEN CO BAT LQI VA CAC SAI SOT
TRONG SU DUNG VAC-XIN dé biét chi tiét vé cach bao cdo cho VAERS va cho
ModernaTX, Inc.

Trong cac nghién ctru 1am sang, cac phan tng bt lgi ¢ nhitng ngudi tham gia tir 18 tudi tré 1én
1a dau tai vi tri tiém (92.0%), mét moi (70.0%), dau dau (64.7%), dau co (61.5%), dau khép
(46.4%), 6n lanh (45.4%), budn noén/ndn mira (23.0%), sung & nach/dau khi cham vao (19.8%),
sOt (15.5%), sung tai vi tri tiém (14.7%) va ban d tai vi tri tiém (10.0%).

6.1 Kinh nghiém tir cac thir nghiém lam sang

Do cac thir nghiém 1am sang duogc thuc hién trong nhitng diéu kién khac nhau ¢ pham vi rong
nén khong thé so sanh tryc tiép ty 1é phan ung bat loi di quan sat thiy trong céc thir nghiém lam
sang cta mot loai vac-xin véi ty 1& d6 trong cac thir nghiém 1am sang cua mot loai vac-xin khac
va ¢ thé khong phan anh duoc ty 1& da quan sat thay trong thuc té.

Nhin chung, 15,419 nguoi tham gia tir 18 tudi trd 1én da duogc tiém it nhat mot liéu Vic-xin
COVID-19 Moderna trong ba thir nghi¢ém 1am sang (NCT04283461, NCT04405076 va
NCT04470427).

Do an toan cua Vic-xin COVID-19 Moderna da duoc danh gia trong mét thir nghiém 1am sang
Giai doan 3 chon ngiu nhién, c6 d6i chimg gia duoc, lam mu nguoi quan sat dang dién ra, dugc
tién hanh tai Hoa Ky véi su tham gia ctia 30,351 nguoi tham gia tir 18 tudi tré 1én, nhitng ngudi
nay da dugc tiém it nhat 1a mot lidu Vac-xin COVID-19 Moderna (n=15,185) hodc gia duoc
(n=15,166) (NCT04470427). Tai thoi diém tiém chung, d6 tudi trung binh cua quan thé nay 1a 52
tudi (trong khoang tir 18-95 tu01) 22,831 (75.2%) ngudi tham gia tir 18 dén 64 tudi va 7,520
(24.8%) nguoi tham gia tir 65 tudi tro 1én. Vé tong the, 52.7% 1a nam, 47.3% la nt, 20.5% la
ngudi My gbc Tay Ban Nha hodc Latinh, 79.2% 1a ngudi Da trang, 10.2% la ngudi My gbe Phi,
4.6% 1a nguoi chau A, 0.8% la ngudi My ban dia hodc ngudi Alaska ban xt, 0.2% la nguoi
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Hawaii ban xur hoac nguoi Dao Thai Binh Duong, 2.1% la nguoi ching tdc khac, va 2.1% la

nguoi ba chung toc. Cac déc diém nhan khau hoc 1a twong dong giita nhitng nguoi tham gia da
duogc tiém Vac-xin COVID-19 Moderna va nhitng nguoi da duoc tiém gia duoc.

Céc phan g bét loi trong du kién

Dir liéu vé cac phan tng bat loi tai chd va toan than trong du kién va viéc str dung thudc ha sét

da duoc thu thap bang cach st dung thé nhat ky tiéu chuan trong 7 ngdy sau mdi 1an tiém (tirc 1a

ngay tiém chiing va 6 ngay tiép theo) & nhitng ngudi tham gia dugc tiém Vic-xin COVID-19
Moderna (n=15,179) va nhitng ngudi tham gia dugc tiém gia duge (n=15,163) voi tdi thiéu la
1 liéu duge ghi nhan. Céac phan tng bat loi trong du kién da duoc bao céo thuong xuyén hon &
nhirg ngudi tham gia duge tiém vic-xin so voi nhitng ngudi tham gia duoc tiém gia duoc.

Ty 1& phan tram va sb 1an dugc bo céo ctia phan tng bat loi tai chd va toan than trong du kién

theo nhom tudi va theo lidu boi d6i tugng duoc trinh bay 1an luot trong Bang 1 va Bang 2.

Bang 1: Ty 1é phan trim va so 1an nguoi tham gia c6 cac phan wng bat lgi tai chd va toan
than trong du kién trong vong 7 ngay* sau khi tiém moi lieu & nhirng nguwdi tham gia tir

18-64 tudi (tap hop dd an toan trong dw kién, Liéu 1 va Liéu 2)

Vic-xin COVID-19 Moderna Gia dwoc?
Liéu 1 Liéu 2 Liéu 1 Liéu 2
(N=11,406) (N=10,985) (N=11,407) (N=10,918)
n (%) n (%) n (%) n (%)
Phin tng bat loi tai
chd
Pau 9,908 9,873 2,177 2,040
(86.9) (89.9) (19.1) (18.7)
Dau, Do 3° 366 506 23 22
(3.2) (4.6) (0.2) 0.2)
Sung ¢ nach/dau khi 1,322 1,775 567 470
cham vao (11.6) (16.2) (5.0) (4.3)
Sung & nach/dau khi 37 46 13 11
cham vao, P9 3° 0.3) 0.4) 0.1) 0.1)
Sung (clng) 767 1,389 34 36
>25 mm (6.7) (12.6) (0.3) (0.3)
Sung (cting), B 3¢ 62 182 3 4
(0.5) (1.7) (<0.1) (<0.1)
Ban do (tdy do) 344 982 47 43
>25 mm (3.0) (8.9) 0.4) 0.4)
Ban do (tay do), Do 3¢ 34 210 11 12
(0.3) (1.9) (<0.1) (0.1)
Phin tng bat lgi toan
than
Mét moi 4,384 7,430 3,282 2,687
(38.4) (67.6) (28.8) (24.6)
Mét moi, Po 3¢ 120 1,174 83 86
(1.1) (10.7) 0.7) (0.8)
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Vic-xin COVID-19 Moderna Gia dwoc?
Liéu 1 Liéu 2 Liéu 1 Liéu 2
(N=11,406) (N=10,985) (N=11,407) (N=10,918)
n (%) n (%) n (%) n (%)
Mét moi, Po 4° 1 0 0 0
i (<0.1) 0) 0) 0)
Dau dau 4,030 6,898 3,304 2,760
(35.3) (62.8) (29.0) (25.3)
Dau déau, Do 3" 219 553 162 129
(1.9) (5.0) (1.4) (1.2)
Dau co 2,699 6,769 1,628 1,411
(23.7) (61.6) (14.3) (12.9)
Dau co, D 3¢ 73 1,113 38 42
(0.6) (10.1) 0.3) 0.4)
Pau khép 1,893 4,993 1,327 1,172
(16.6) (45.5) (11.6) (10.7)
Pau khép, Do 3¢ 47 647 29 37
0.4) (5.9) 0.3) 0.3)
Pau khop, B9 4° 1 0 0 0
i (<0.1) 0) 0) 0)
On lanh 1,051 5,341 730 658
9.2) (48.6) (6.4) (6.0)
On lanh, Do 3¢ 17 164 8 15
(0.1) (1.5) (<0.1) (0.1)
Budn non/ndén mira 1,068 2,348 908 801
9.4) (21.4) (8.0) (7.3)
Budn nén/nén mira, 6 10 8 8
Do 3" (<0.1) (<0.1) (<0.1) (<0.1)
Sot 105 1,908 37 39
0.9) (17.4) 0.3) 0.4)
Sét, o 3! 10 184 1 2
(<0.1) (1.7) (<0.1) (<0.1)
Sot, Do 4 4 12 4 2
(<0.1) (0.1) (<0.1) (<0.1)
Str dung thudc giam dau 2,656 6,292 1,523 1,248
hoic thudc ha sot (23.3) (57.3) (13.4) (11.4)

* 7 ngay bao gdm ca ngdy tiém chung va 6 ngay tiép theo. Cac bién c¢b va viéc sir dung thude ha sét hodc thude giam
dau dugc thu thap trong nhat ky dién tir (e-diary).

2 Gia duoc 1a dung dich nude mubi sinh 1y.

® Pau d6 3 va sung & nach/dau khi cham vao: Puoc dinh nghia 1a bat ky viéc stir dung thube giam dau ké toa nao;
can tré hoat dong hang ngay.

¢ Sung va ban dé d¢ 3: Pugc dinh nghia 1a >100 mm / >10 cm.

4 Mét moi, dau co, dau khép @6 3: Puoc dinh nghia la dang ké; can tré hoat dong hang ngay.

¢ Mét moi, dau khop d6 4: Puoc dinh nghia 1a can pha1 dén phong cap ctru hoac nam vién.

fPau dau d6 3: Pugc dinh nghia 1a dang ké; bat ky viéc sir dung thude giam dau ké toa nao hodc can tré hoat dong
hang ngay.

¢ On lanh d¢ 3: Pugc dinh nghia 1 can tré hoat dong hang ngay va can phai c6 can thiép y té.

" Budn nén/ndén mira d9 3: Puge dinh nghia 1a can tré hoat dong hang ngay, can phai bi nudc qua dudng tinh mach
ngoai tru.

i S6t d6 3: Pugce dinh nghia 1a >39.0 — <40.0°C / >102.1 — <104.0°F.

i 86t do 4: Puoc dinh nghia 1a >40.0°C / >104.0°F.
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Bang 2: Ty 1é phan trim va so 1an nguoi tham gia c6 cac phan ung bat lgi tai chd va toan

than trong d kién trong vong 7 ngay* sau khi tiém mdi li¢u é nhirng ngwdi tham gia tir 65
tuoi tré 1én (tap hop do an toan trong du kién, Li€u 1 va Lieu 2)

Vic-xin COVID-19 Moderna Gia dwoc?
Liéu 1 Liéu 2 Liéu 1 Liéu 2
(N=3,762) (N=3,692) (N=3,748) (N=3,648)
n (%) n (%) n (%) n (%)
Phin tng bat loi tai
chd
Pau 2,782 3,070 481 437
(74.0) (83.2) (12.8) (12.0)
Pau, Do 3° 50 98 32 18
(1.3) (2.7 0.9) (0.5)
Sung ¢ nach/dau khi 231 315 155 97
cham vao (6.1) (8.5) 4.1 2.7
Sung & nach/dau khi 12 21 14 8
cham vio, P9 3° (0.3) (0.6) 0.4) 0.2)
Sung (ctmg) 165 400 18 13
>25 mm (4.4) (10.8) (0.5) 0.4)
Sung (ctmg), Do 3¢ 20 72 3 7
(0.5) (2.0) (<0.1) 0.2)
Ban do (tdy do) 86 275 20 13
>25 mm (2.3) (1.5) (0.5) 0.4)
Ban do (tdy do), Do 3¢ 8 77 2 3
0.2) 2.1) (<0.1) (<0.1)
Phin tng bat lgi toan
than
Mét moi 1,251 2,152 851 716
(33.3) (58.3) (22.7) (19.6)
Mét moi, Do 3¢ 30 254 22 20
(0.8) (6.9) (0.6) (0.5)
Pau dau 921 1,704 723 650
(24.5) (46.2) (19.3) (17.8)
Dau dau, Do 3¢ 52 106 34 33
(1.4) (2.9) 0.9) 0.9)
Pau co 742 1,739 443 398
(19.7) (47.1) (11.8) (10.9)
Pau co, Do 3¢ 17 205 9 10
(0.5) (5.6) 0.2) (0.3)
Dau khop 618 1,291 456 397
(16.4) (35.0) (12.2) (10.9)
Pau khép, Do 3¢ 13 123 8 7
(0.3) (3.3) 0.2) 0.2)
On lanh 202 1,141 148 151
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Vic-xin COVID-19 Moderna Gia dwoc?
Liéu 1 Liéu 2 Liéu 1 Liéu 2
(N=3,762) (N=3,692) (N=3,748) (N=3,648)
n (%) n (%) n (%) n (%)
(5.4) (30.9) (4.0) 4.1)
On lanh, Do 3 7 27 6 2
0.2) 0.7) 0.2) (<0.1)
Budn no6n/ndn mira 194 437 166 133
(5.2) (11.8) (4.4) (3.6)
Budn nén/nén mira, 4 10 4 3
Do 3¢ (0.1) 0.3) (0.1) (<0.1)
Budn ndén/nén mira, 0 1 0 0
Do 4" 0) (<0.1) (0) 0)
Sot 10 370 7 4
0.3) (10.0) 0.2) (0.1)
Sét, Po 3! 1 18 1 0
(<0.1) (0.5) (<0.1) (0)
Sot, Do 4 0 1 2 1
(0) (<0.1) (<0.1) (<0.1)
Str dung thudc giam dau 673 1,546 477 329
hoic thude ha sot (17.9) (41.9) (12.7) (9.0)

* 7 ngay bao gdm ca ngdy tiém chung va 6 ngay tiép theo. Cac bién c¢b va viéc sir dung thude ha sét hodc thude giam
dau dugc thu thap trong nhat ky dién tir (e-diary).

2 Gia duoc 1a dung dich nude mubi sinh 1y.

® Pau d6 3 va sung & nach/dau khi cham vao: Puoc dinh nghia 1a bat ky viéc stir dung thube giam dau ké toa nao;
can tré hoat dong hang ngay.

¢ Sung va ban dé d¢ 3: Pugc dinh nghia 1a >100 mm / >10 cm.

d Mét moi, dau co, dau khép d6 3: Pugc dinh nghia la dang ké; can tré hoat dong hang ngay.

¢ Pau dau do 3: Puoc dinh nghia 1a dang ké; bat ky viéc sir dung thube giam dau ké toa nao hodc can tr¢ hoat dong
hang ngay.

fOn lanh d6 3: Puoc dinh nghia 13 can tré hoat dong hang ngay va can phai c6 can thiép y té.

¢ Budn nén/ndn mira d9 3: Puge dinh nghia 1a can tré hoat dong hang ngay, can phai bi nudc qua dudng tinh mach
ngoai tru.

" Budn ndén/ndén mira d6 4: Puge dinh nghia 13 can phai dén phong cp ctru hodc ndm vién vi sdc tut huyét ap.

iS4t d6 3: Pugce dinh nghia 1a >39.0 — <40.0°C / >102.1 — <104.0°F.

i 86t do 4: Puoc dinh nghia 1a >40.0°C / >104.0°F.

Céc phan tng bat 1oi tai chd va toan than trong duy kién duoc bao céo sau khi tiém Vic-xin
COVID-19 Moderna c6 thoi gian dién ra trung vi la 2 dén 3 ngay.

Céc phan tng bat 1oi tai chd trong du kién do 3 duoc bao cdo thudng xuyén hon sau khi tiém
Liéu 2 so véi Lieu 1. Céac phan ing bat 1gi toan than trong du kién da dugc nhitng nguoi dugce
tiém vac-xin bao cdo thuong xuyén hon sau khi tiém Li€u 2 so véi sau khi tiém Liéu 1.

Bién cb bat loi ngoai du kién

Nhimg nguoi tham gia da duoc theo doi bién cb bat loi ngoai dy kién trong toi da 28 ngay sau
mdi liéu va viée theo ddi dang dién ra. Cac bién c6 bat lgi nghiém trong va céc bién cb bat loi
dugc chiam soc y té s& duoc ghi lai trong toan bo thoi gian nghién ciru 1a 2 nam. T ngdy 25
thang 11 nam 2020, trong s6 nhitng ngudi tham gia da duoc tiém tdi thiéu 1 lidu vic-xin hodc gia
dugc (vic-xin=15,185, gia duoc=15,166), cac bién cd bét loi ngoai du kién xay ra trong vong 28
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ngay sau mdi lan tiém ching duoc bao cdo boi 23.9% sb ngudi tham gia (n=3,632) di dugc tiém
Vic-xin COVID-19 Moderna va 21.6% s6 nguoi tham gia (n=3,277) da duoc tiém gia duoc.
Trong nhitng phan tich ndy, 87.9% sb ngudi tham gia nghién ctru da o tdi thiéu 28 ngay theo
ddi sau khi tiém Liéu 2.

Céc bién cd lién quan dén bénh hach bach huyét (ndi hach) khong nhét thiét phai duoc ghi nhan
trong Nhat ky dién tr 7 ngay duoc bao cdo boi 1.1% sd nguoi duoc tiém véc-xin va 0.6% sd
ngudi duge tiém gia dugc. Cac bién ¢b nay bao gom bénh hach bach huyét (néi hach), viém hach
bach huyét, dau hach bach huyét bénh hach bach huyét (ndi hach) tai vi tri tiém chung, bénh
hach bach huyét (noi hach) tai vi tri tiém va c6 khéi & nach, cac bién cb nay c6 thé c6 lién quan
dén tiém ching. Su mat can bang nay phu hop véi su mat can bang di dugc quan sat thiy d6i voi
sung O nach/dau khi cham vao trong du kién trén canh tay duoc tiém.

Bién ¢6 bat 1oi qua min dugc bao cao boi 1.5% s6 nguoi duoc tiém véc- xin va 1.1% s6 nguoi
dugc tiém gia duge. Cac bién cd qua man O nhom dugc tiém véc-xin bao gdm phat ban tai vi tri
tiém va may day tai vi tri tiém, cac bién cb nay co thé lién quan dén viéc tiém chung.

Trong cung khoang thoi gian, c6 ba bao cao vé liét Bell (liét & mit) & nhom duoc tiém Vic-xin
COVID-19 Moderna (mot trong s6 d6 1a bién cb bat loi nghiém trong), xay ra sau khi tiém chiing
22, 28 va 32 ngay va mot bién cb trong nhém dugce tiém gia dugc xay ra sau khi tiém chung 17
ngay. Hién tai, thong tin c6 san vé liét Bell khong du dé xac dinh mbi quan hé nhan qua véi
vac-xin.

Khong c6 cac kiéu hodc mat can bang vé s luong dang luu y khac gitra cac nhom diéu tri ddi
v6i nhiing loai bién c6 bat 191 cu thé (bao gom cac bién ¢o vé than kinh, viém than kinh va huyeét
khoi khéc) cho thay mdi quan h¢ nhan qua véi Vac-xin COVID-19 Moderna.

Bién c6 bat loi nghiém trong

Tir ngay 25 thang 11 nam 2020, cac bién cd bét lgi nghiém trong di dugc béo cao bai 1.0%
(n=147) s6 ngudi tham gia da duoc tiém Vic-xin COVID-19 Moderna va 1.0% (n=153) s ngudi
tham gia da dugc tiém gia dugc, mot trong s6 d6 1a truong hop liét Bell xay ra 32 ngay sau khi
duoc tiém vic-xin.

Trong nhitng phan tich ndy, 87.9% s6 ngudi tham gia nghién ctru da co t6i thiéu 28 ngay theo
doi sau khi tiém Liéu 2 va thoi gian theo ddi trung vi dbi véi tat ca nhitng nguoi tham gia 13 9
tuan sau khi tiém Liéu 2.

C6 hai bién cd bat loi nghiém trong 1a sung mit & nhitng nguoi dugc tiém vic-xin c6 tién sir tiém
chat lam day da. Thoi gian khéi phat sung dugc bao cdo lan lugt 1a 1 va 2 ngay sau khi tiém
chung va c6 thé lién quan dén viéc tiém chuing.

Co6 mét blen cb bat loi nghiém trong 1a buon n6n va nén mua kho dleu tri & nguoi tham gia trudce
do6 c6 tién str dau dau dir doi va budn nén can phai nam vién. Bién cb nay xay ra sau khi tiém
chung 1 ngay va c6 thé lién quan dén viéc tiém chung.

Khéng c6 cac kiéu hodc mat can bang vé mit sb lugng dang ké khac gitta cac nhom diéu tri doi
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v6i nhiing loai bién cd bat loi nghiém trong cu thé (bao gdm céc bién cb vé than kinh, viém than
kinh va huyét khoi) cho thay moi quan hé nhan qua véi Vac-xin COVID-19 Moderna.

8 YEU CAU VA HUONG DAN BAO CAO CAC BIEN CO BAT LQT VA CAC SAI SOT
TRONG SU DUNG VAC-XIN

Xem Tom tit do an toan chung (Muc 6) dé biét thém thong tin.

Chuyén gia tiém chung da dang ky tham gia Chuong trinh ti€ém chung COVID-19 cua lién bang
¢6 trach nhiém bao cio BAT BUQC cac bién ¢ duoc liét ke sau khi tiém Vic-xin COVID-19
Moderna cho Hé théng bao céo bién cb bat loi ciia vac-xin (VAERS)

e Céc sai sot trong st dung vic-xin cho di céc sai sot ndy ¢ lién quan dén bién ¢ bat loi

hay khong

e Cac bién c6 bét loi nghiém trong* (bat ké c6 do tiém ching hay khong)

e Céc truong hop bi hoi chimg viém da hé thong (MIS) & ngudi 16n

e Céc truong hop nhiém COVID-19 din dén nam vién hodc tir vong

*Cac bién cd bat loi nghiém trong dugc dinh nghia la:
e Tuvong;
e Bién c6 bt loi de doa tinh mang;
e Nam vién diéu tri noi tri hodc kéo dai thoi gian nam vién hién tai;
e Thiéu nang lyc dang ké hoic dai dang hoidc gian doan dang ké kha ning thyc hién cac
chtic nang sdng binh thuong;
Bat thuc‘)*ng bam sinh/di tat bam sinh;
e Mot bién cd y khoa quan trong dya trén danh gia y khoa phu hop c6 thé gdy nguy hiém
cho nguoi d6 va c6 thé can phai can thiép ndi khoa hoic ngoai khoa dé phong ngira mot
trong cac két qua dugc liét ké & trén.

Hudng dan bao cdo cho VAERS

Chuyén gia tiém chuing da dang ky tham gia Chuong trinh tiém chung COVID-19 cua lién bang
phai dién day du thong tin va giri phiéu VAERS cho FDA bang mot trong cac phuong thire sau:
e Dién day du thong tin va giri bao céo truc tuyén: https://vaers.hhs.gov/reportevent.html,
hoac
e Néuquyvi khong thé giri phiéu nay dudi hinh thue dién tu, quy vi ¢6 thé giri qua fax cho
VAERS theo s6 1-877-721-0366. Neu quy vi can thém tro giip dé giri bao cdo, quy vi co
thé goi dén dudng day thong tin mién cudc ciia VAERS theo s6 1-800-822-7967 hoac guri
email téi dia chi info@vaers.org.

QUAN TRONG: Khi bo cao cac bién co bat lgi hodc cac sai sot trong sir dung vic-xin cho
VAERS, vui long dién diy du thong tin chi tiét vao toan bd phiéu. Piéu quan trong la thong
tin bao cao cho FDA phal cang chi tiét va diy di cang tot. Thong tin phai bao gom:

e Dic diém nhan khau hoc ciia bénh nhan (vi dy: tén, ngay sinh ctia bénh nhan)

e Bénh su thich hop

e Céc chi tiét thich hop lién quan dén viéc nhap vién va dién bién ctia bénh
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Céc loai thudc str dung dong thoi

Thoi gian xay ra bién cb bat loi lién quan dén viéc tiém Vac-xin COVID-19 Moderna
Thong tin xét nghi¢ém va virus hoc thich hop

Két cuc ctia bién ¢ va bat ky thong tin theo ddi nao khac néu co sin tai thoi diém bao
c4o cho VAERS. Phai tiép tuc bao céo cac thong tin theo ddi néu co thém cac chi tiét

khac.

Hay chtl y dén cac budc sau dé cung cap thong tin can thiét cho viéc theo ddi do an toan:

1.

Trong O 17, cung cép thong tin vé Vic-xin COVID-19 Moderna va bt ky loai vac-xin
nao khac duoc tiém trong cing ngay; va trong O 22, cung cap thong tin vé bat ky loai
véc-xin nao khac di dugc tiém/dung trong vong mot thang trude do.
Trong O 18, m6 ta bién cb:
a. Hay nhap “Moderna COVID-19 Vaccine EUA” 1a dong dau tién
b. Cung cap bao cao chi tiét vé sai sot trong sir dung vac-xin va/hodc bién ¢ bat 1oi.
Diéu quan trong 1a phai cung cap thong tin chi tiét vé bénh nhén va bién cb bat
loi/sai sot trong dung thudc dé danh gia lién tuc do an toan cta vic-xin chua duge
phé duyét nay. Vui 1ong xem thong tin phai bao gom dugc liét ké & trén.
Thong tin lién hé:
a. Trong O 13, cung cép tén va thong tin lién hé ctia chuyén gia y té ké toa hoic
nguoi duge chi dinh cua co sé chiu trach nhiém bao céo.
b. Trong O 14, cung cap tén va thong tin lién hé ciia bac si/chuyén gia y té phi hop
nhat dé lién hé vé bién c6 bat lgi.
c. Trong O 15, cung cép dia chi ciia co s¢ noi vac-xin duoc tiém (KHONG phai dia
chi phong kham cua chuyén gia y té).

Hudng dan khac vé viéc bdo cao

Chuyén gia tiém chiing c¢6 thé bao cao cho VAERS céc bién cb bat loi khac khong bét budc phai
bao cdo bang cach su dung thong tin lién h¢ ¢ trén.

BAo cdo, dén mirc do kha thi, cac bién ¢ bat loi cho ModernaTX, Inc. bang céach st dung thong
tin 1i€n hé bén dudi hodc cung cap ban sao phiéu VAERS cho ModernaTX, Inc.

Email So fax So dién thoai
ModernaPV@modernatx.com 1-866-599-1342 1-866-MODERNA
(1-866-663-3762)

10 TUONG TAC THUOC

Chua c6 dir liéu dé danh gia viéc tiém dong thoi Vic-xin COVID-19 Moderna véi cac loai véc-
xin khac.

11 SUDUNG TRONG CAC QUAN THE CU THE

11.1

Mang thai
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Chuong trinh ding kY tiép xic véi vic-xin trong thai ky

C6 mot chuong trinh dang ky tiép xtic voi vic-xin trong thai ky, bo phan nay s& theo ddi két qua
ctia thai ky ¢ nhitng phu nit da tiép xtc véi Vac-xin COVID-19 Moderna trong thai ky. Nhiing
phu nir duoc tiém Vic-xin COVID-19 Moderna trong thai ky duoc khuyén khich ghi danh véi bo
phan nay bang cach goi dén s6 1-866-MODERNA (1-866-663-3762).

Tom tit nguy co

Tat ca cac truong hop mang thai déu c6 nguy co bi di tat bam sinh, say thai, hodc cac két qua bat
loi khac. Trong dan sb chung ctiia Hoa Ky, nguy co co ban udc tinh ctia cac di tat bam sinh
nghiém trong va say thai & cac truong hop mang thai dugc ghi nhan trén 1am sang lan luot 1a tir
2% dén 4% va tir 15% dén 20%. Dit liéu c6 san vé Vic-xin COVID-19 Moderna da tiém cho phu
nit dang mang thai 14 khong du dé co thong tin vé nhitng nguy co lién quan dén vic-xin trong
thai ky.

Trong nghién ctru vé doc tinh dbi voi sy phat trién, 0.2 mL cua dang bao ché vic-xin chira ciing
s6 lwong axit ribonucleic thong tin (MRNA) (100 mcg) da diéu chinh nucleoside va cac thanh
phan khac c6 trong mét lidu don Vic-xin COVID-19 Moderna danh cho nguoi da duoc tiém cho
chudt cong cai qua dudng tiém bap vao bon dot: 28 va 14 ngay trude khi giao phdi va cac ngay 1
va 13 cua thai ky. Khong c6 anh hudng bat loi nao lién quan dén véc-xin dén kha ning sinh san
clia con cai, sy phat trién ctia bao thai hodc su phat trién sau sinh duoc bao cio trong nghién ciru
nay.

11.2 Cho con bt

Tom tit nguy co )
Chua c6 dir li¢u dé danh gia anh hudng cua Vac-xin COVID-19 Moderna [én tré so sinh bu sita
me hoac 1én sy tao/tiét sira.

11.3 Sir dung & tré em
Do an toan va hiéu qua ¢ nhirmg nguoi dudi 18 tu01 chua duoc danh gia. Gidy phép st dung khan
cap Vac-xin COVID-19 Moderna khong bao gom viéc sir dung & nhitng nguoi dudi 18 tudi.

11.4 Sir dung ¢ ngudi cao tudi

Céc nghién ctru 1am sang vé Vic-xin COVID-19 Moderna c6 sy tham gia ctia nhitng ngudi tir 65
tudi tré 1én, ho da duoc tiém vic-xin hodc gia duoc va dir liéu ctia ho gop phan vao viéc danh gia
tong thé vé do an toan va hiu qua. Trong nghién ciru 1am sang Giai doan 3 dang dién ra, 24. 8%
(n=7,520) s ngudi tham gia tur 65 tudi tro 1én va 4.6% (n—l 399) so nguoi tham gia tir 75 tudi
trg 1én. Tinh hiéu qua ctia vac-xin ¢ nhitng nguoi tham gia tir 65 tudi trd 18n 12 86.4% (C195%
61.4,95.2) so v61 95.6% (C1 95% 90.6, 97.9) ¢ nhimg nguoi tham gia tir 18 dén <65 tudi [xem
Két qua thir nghiém lam sang va dir liéu hé tro cho EUA (18)]. Vé tong thé, khong co su khac
biét dang ké nao vé ho so an toan da duoc quan sat thdy ¢ nhitng nguoi tham gia tir 65 tudi tré
1€n va nhiing nguoi tham gia tré hon [xem Kinh nghiém tir cac thur nghiém lam sang (6.1)].
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13 MO TA

Vic-xin COVID-19 Moderna duoc cung cap duéi dang mot hdn dich ¢6 mau tir trang dén tring
nga dung dé tiém bap. Mdi liéu 0.5 mL Vic-xin COVID-19 Moderna chtra 100 mcg RNA thong
tin (mRNA) da diéu chinh nucleoside ma hoé glycoprotein Gai on dinh tién hop nhat (S) cta
virus SARS-CoV-2.

Mgdi lidu Vic-xin COVID-19 Moderna chira cac thanh phan sau: tong ham lwong lipid 14 1.93 mg
(SM-102, polyethylene glycol [PEG] 2000 dimyristoyl glycerol [DMG], cholesterol va 1,2-
distearoyl-sn-glycero-3-phosphocholine [DSPC]), 0.31 mg tromethamine, 1.18 mg tromethamine
hydrochloride, 0.043 mg axit axetic (acetic acid), 0.12 mg natri axetat (sodium acetate) va

43.5 mg duong mia (sucrose).

Vic-xin COVID-19 Moderna khong chira chat bao quan.
Nut lo khong duge lam tir mu cao su ty nhién.

14 DUQC LY HQC LAM SANG

14.1 Co ché tac dung

mRNA duge diéu chinh nucleoside trong Vic-xin COVID-19 Moderna duoc bao ché trong cac
hat lipid, cac hat nay giap dua mRNA dugc diéu chinh nucleoside vao trong cac té bao vat chu
dé cho phép biéu hién khang nguyén S ctia SARS-CoV-2. Vic-xin nay tao ra dap tmg mién dich
v6i khang nguyén S, viéc nay bao vé chong lai COVID-19.

18 KET QUA THU NGHIEM LAM SANG VA DU LIEU HO TRQ CHO EUA

Mot thir nghiém 1am sang Giai doan 3 chon ngiu nhién, c6 dbi chimg gia dugc, lam mu ngudi
quan sat dé danh gia hiéu qua, do an toan va tinh sinh mién dich cua Viac-xin COVID-19
Moderna ¢ nhitng ngudi tham gia tir 18 tudi tré 1én dang dién ra tai Hoa Ky (NCT04470427).
Viée chon ngau nhién duoc phén tang theo do tudi va nguy co dbi voi strc khoé: tir 18 dén <65
tudi khong c6 cac bénh dong mac (khong c6 nguy co tlen trién thanh COVID-19 nang), tir 18
dén <65 tudi c6 cac bénh ddng mic (c6 nguy co tién trién thanh COVID-19 nang) va tur 65 tudi
tré 1én c6 hodc khong ¢ cac bénh dong mac. Nhitng nguoi tham gia bi suy giam mién dich va
nhitng ngudi da biét 1a co tién sir nhiém SARS-CoV-2 dugc loai trir khéi nghién ctru nay. Nhimng
ngudi tham gia da biét 1a khong c6 tién str nhiém SARS-CoV-2 nhung c6 két qua xét nghiém
duong tinh biéu thi nhiém tring & thoi diém tiép nhan vao nghién ctiru da dugc thu nhan. Nghién
ctru ndy cho phép thu nhan nhirg ngudi tham gia c6 cac tinh trang bénh 1y san ¢6 6n dinh, duoc
dinh nghia 13 bénh khong can phai thay doi dang ké vé diéu tri hodc nam vién dé diéu tri bénh tre
nang trong vong 3 thang trude khi thu tuyén, ciing nhu nhirng ngudi tham gia bi nhiém virus gay
suy giam mién dich & nguoi (human immunodeficiency virus, HIV) 6n dinh. Tong s6 30,420
ngudi tham gia dd dugc chon ngau nhién dé duge tiém nhu nhau 2 liéu Vic-xin COVID-19
Moderna hoidc gia duoc 1a dung dich nuwéc mudi sinh 1y, mbi liéu cach nhau 1 thang. Ngudi tham
gia s& duoc theo ddi dé biét hiéu qua va do an toan cho dén 24 thang sau khi tiém liéu thir hai.
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Quan thé phan tich hiéu qua chinh (duoc goi 1a Tap hop bénh nhéan theo dé cuong nghién ciru),
bao gom 28,207 ngudi tham gia di dugc tiém hai liéu (o thoi diém 0 va 1 thang) Viac-xin
COVID-19 Moderna (n=14,134) hoac gia dugc (n=14,073) va c6 trang thai am tinh véi
SARS-CoV-2 ¢ lan kham co ban. Trong T4p hop bénh nhan theo dé cuwong nghién ciru, 47.4% la
nit, 19.7% 1a ngudi My gde Tay Ban Nha hodc Latinh; 79.5% 1a ngudi da trang, 9.7% 1a ngudi
M gdc Phi, 4.6% la nguoi chau A va 2.1% la cac chung toc khac. D9 tudi trung vi cta nhimg
nguoi tham gia la 53 tudi (trong khoang tir 18-95 tudi) va 25.3% sd nguoi tham gia tr 65 tudi tre
1én. Trong s6 nhitng nguoi tham gia nghién ctru thudc Tap hop bénh nhan theo dé cuong nghién
ctru, 18.5% d tang nguy co nhiém COVID-19 ning do c6 it nhat mot tinh trang bénh 1y sin co
(bénh phéi man tinh, bénh tim nghiém trong, béo phi ning, tiéu duong, bénh gan hodc nhiém
HIV) bat ké d6 tudi. Khong c6 khac biét dang ké vé diac diém nhan khau hoc hoidc cac tinh trang
bénh 1y sin c6 gitta nhitng nguoi tham gia da dugc tiém Vac-xin COVID-19 Moderna va nhiing
nguoi da duoc tiém gia duogc.

Hiéu qua chdng lai COVID-19

COVID-19 duoc xac dinh dua trén cac tiéu chi sau: Ngudi tham gia phai da co it nhat hai trong
sb cac triéu ching toan than sau: s6t (>38°C), 6n lanh, dau co, dau dau, dau hong, r6i loan vi
giac va khtru gidc méi xay ra; hodc ngudi tham gia phai da co it nhat mot trong s cac dau
hiéu/triéu chting duong ho hap sau: ho, thd dc hodc kho thd, hodc c6 bang ching 1am sang hoic
X-quang 1a bi viém phoi; va nguoi tham gia phai ¢ it nhat mot mau phét dich miii hong, phét
dich miii hodc mau nudc bot (hodc miu tir dudng hod hap, néu nam vién) duong tinh vi SARS-
CoV-2 khi xét nghiém bang phuong phap RT-PCR. Cac trudng hop COVID-19 duoc quyét dinh
boi mot Hoi dong Quyét dinh Lam sang.

Thoi gian theo ddi trung vi vé hiéu qua dbi cho nhiing nguoi tham gia nghién ctru 13 9 tudn sau
khi tiém Liéu 2. P ¢6 11 truong hop COVID-19 trong nhém dugc tiém Vac-xin COVID-19
Moderna va 185 truong hop trong nhom duoc tiém gia duoc, v6i hidu qua cta vic-xin dat 94.1%
(khoang tin cay 95% tir 89.3% dén 96.8%).

Bang 3: Phan tich hi¢u qua chinh: COVID-19* ¢ nhirng nguoi tham gia tir 18 tudi tré 1én
bat dau 14 ngay sau khi tiém Li€u 2 theo dinh gia cia Hoi dong Quyét dinh — Tap hop
bénh nhin theo dé cwong nghién ciru

Vic-xin COVID-19 Moderna Gia dwuge
S6 nguoi COVID-19 Ty 1§ S6 ngudi | COVID-19 Ty 18 Hi¢u qua ciia

tham gia So trwdng nhiém tham gia S6 trwong nhiém vic-xin %
™) hop (n) COVID-19 ) hop (n) COVID-19 (CI195%)+

mdi 1,000 moi

nam- 1,000

nguoi nam-

14,134 11 3.328 14,073 185 56.510 94.1

(89.3, 96.8)

* COVID-19: COVID-19 ¢6 tridu chimg can phai cd két qua duong tinh bépg phuong phap RT-PCR va it nhit hai
triéu chimg toan than hodc mot triéu chimg ho hap. Cac trudng hop bat dau 14 ngay sau khi tiém Li€u 2.
T VE va CI 95% tir m6 hinh nguy co theo ty 1¢ Cox phan tang
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Céc phan tich nhém phu vé hiéu qua cta vic-xin duoc trinh bay ¢ Bang 4.

Bang 4: Cac phén tich nhém phu vé hiéu qua caa vz"lc-xiq: Cac truong hep COVID-19* bat
dau 14 ngay sau khi tiém Li€u 2 theo danh gia ciia Hoi dong Quyét dinh — Tap hgp bénh
nhén theo dé cwong nghién ciru

Vic-xin COVID-19 Moderna Gia duge
Pj tudi S6 ngwdi | COVID-19 Ty 1§ S6 ngwdi | COVID-19 Ty 1§ Hi¢u
Nhém tham gia S6 trwdng nhiém tham gia S6 trwong nhiém qua clia
phu ™) hgp COVID-19 ™) hop COVID-19 | vac-xin
(Tudi) (n) mbi 1,000 (n) méi 1,000 | % (CI
nam-nguoi nim-nguoi | 95%)*
18 dén <65 10,551 7 2.875 10,521 156 64.625 95.6
(90.6, 97.9)
>65 3,583 4 4.595 3,552 29 33.728 86.4
(61.4,95.2)

* COVID-19: COVID-19 ¢6 tridu chimg can phai co két qua duong tinh bépg phuong phap RT-PCR va it nhét hai
tri¢u ching toan than hodc mot triéu chimg ho hap. Cac trudong hop bat dau 14 ngay sau khi tiém Liéu 2.
T VE va CI 95% tir m6 hinh nguy co theo ty 1¢ Cox phan tang

COVID-19 nang dugc xac dinh dya trén COVID-19 da dugc xac nhan theo dinh nghia ca bénh
theo tiéu chi danh gia hiéu qua chinh, cong véi bat ky dau hiéu nao sau day: Cac dau hiéu 1am
sang cho biét bi bénh toan than ning, nhip thd >30 mdi phut, nhip tim >125 nhip mdi phut, SpO2
<93% v&i khong khi phong & muyc nudc bién hoic PaO»/FiO2 <300 mmHg; hoic suy hd hap
hodc ARDS (duoc dinh nghia 1a can thong khi co hoc hoic khong xam 14n, oxy luu luong cao,
hay ECMO), bang chimg bi soc (huyét ap tam thu <90 mmHg, huyét ap tim truong <60 mmHg
hodc can phai ¢6 thudc van mach); hodc bj rdi loan chirc ning than, gan hodc than kinh cip tinh
nghiém trong; hoic phai nhap vién vao khoa hdi siic tich cuc hoic tir vong.

Trong s tat ca nhimg nguoi tham gia trong phan tich Tap hop bénh nhéan theo dé cuong nghién
ctru, bao gdm cac truong hop COVID-19 dugc khang dinh béi hoi dong quyet dinh, khong c6
truong hgp COVID-19 ning nao duoc bao céo trong nhom duge tiém Vic-xin COVID-19
Moderna so véi 30 trudng hop duoc bao co trong nhom duoc tiém gia dugc (ty 16 mac 9.138
mdi 1,000 nim-ngudi). Mot truong hgp COVID-19 ning duong tinh theo phuong phap PCR &
ngudi duge tiém vic-xin dang chd quyét dinh tai thoi diém phén tich.

19 CACH THU'C CUNG CAP/BAO QUAN VAXU'LY
Cac lo da li€u, hon dich Vac-xin COVID-19 Moderna ti€m bap duoc cung cap dudi dang mot
hop giay cting chira 10 1o da lieu (NDC 80777-273-99).

Bao quan dong lanh ¢ nhiét g tir -25° dén -15°C (-13° d&én 5°F). Bao quan trong hdp gidy cliing
ban dau dé tranh anh sang. Khong bao quan trén da lanh kho hoac dudi -40°C (-40°F).

Co thé bao quan cac lo Véc-)gin trong ti lanh & nhiét d6 tir 2° dén 8°C (36° dén 46°F) trong tbi da
30 ngay trude lan st dung dau tién. Khong duge lam dong lanh lai.
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Qé thé bao quan cac lo vic-xin chua choc thing ¢ nhiét d6 tir 8° dén 25°C (46° dén 77°F) trong
toi da 12 gid. Khong duge lam dong lanh lai.

Sau khi da rat liéu véc-xin dau tién, can phai bao quan lo véc-xin ¢ nhiét do tir 2° dén 25°C (36°
dén 77°F). Thai bd lo vac-xin nay sau 6 gio. Khong duoc lam dong lanh lai.

20 THONG TIN TU VAN BENH NHAN
Khuyén cao nguoi duge tiém vac-xin hodc nguoi chdm soc doc To thong tin danh cho ngudi
duogc tiém vac-xin va nguoi cham soc.

Chuyén gia tiém ching phai nhap thong tin tiém ching vao Hé théng thong tin tiém chiing
(Immunization Information System, IIS) cua khu vyc tai phan tiéu bang/dia phuong hodc vao h¢
thong duoc chi dinh khac. Cho nguoi dugc tiém véc-xin va ngudi chdm soc biét rang ho c¢6 thé tim
thém thong tin v& 1IS tai dia chi: https://www.cdc.gov/vaccines/programs/iis/about.html.

21 THONG TIN LIEN HE
bé duogc giai dap cac thac mac chung, hay gtri email hodc goi theo s6 dién thoai dugc cung cap
bén dudi.

Email S6 dién thoai

medinfo@modernatx.com 1-866-MODERNA
(1-866-663-3762)

Thong tin k€ toa theo EUA nay c6 thé da duoc cap nhat. Dé biét Thong tin ké toa day du theo
EUA méi nhat, vui long truy cap www.modernatx.com/covid19vaccine-eua.

©2020 ModernaTX, Inc. Bao luu moi quyén.
Bang sang ché: www.modernatx.com/patents
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